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RE: Docket # 97N-484S

Dear Ladies and Gentlemen:

It has been brought to my attention that the FDA will formulate regulations regarding the
use of Allograft bone. These regulations may adversely impact my ability to treat
patients requiring Allograft tissues. Thus far, I have had an extensive practice in spine
surgery that has benefited from the use of Allograft material. Please take in the
consideration the fact that formal FDA approval does place a significant financial
burden upon the tissue banks and this would then preclude the use of these tissues in
many instances. This preclusion would have an adverse effect on the quality of care
provided to my patients.

If you have any questions regarding my opinion, please feel free to contact me.’
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